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In this prospective multicenter study, we investigated the changes in serum prostate-specific antigen
(PSA) and testosterone levels after treatment with antiandrogen chlormadinone acetate (CMA) in patients
with benign prostatic hyperplasia (BPH). The inclusion criteria for the patients were as follows : PSA value
ofC10 ng/ml, maximum urine flow rate of ＜15 ml/s, estimated prostate volume ofB20 ml, International
Prostate System Score (IPSS) ofB8, and IPSS-quality of life (QOL) index ofB2. Of the 115 patients who
registered, 114 qualified for this study. The patients were treated with CMA (50 mg/day) for 16 weeks ; this
was followed by a no-CMA phase of 32 weeks. When compared with the baseline PSA level, the levels at 8
and 16 weeks of treatment had decreased by 56.4% (95% confidence interval [CI], 51.1-1.2) and 57.6%
(95% CI, 52.3-62.4), respectively. Similarly, when compared with the baseline testosterone level, the levels
at 8 and 16 weeks of treatment had decreased by 90.1% (95% CI, 87.8-91.9) and 84.4% (95% CI, 80.7-87.
4), respectively. After treatment discontinuation, the PSA levels gradually increased and returned to
baseline in 32 weeks. However, the testosterone levels returned to baseline in only 8 weeks. Although
patients over 80 years of age showed a gradual decrease in these levels when compared with younger patients,
the changes in the levels of PSA and testosterone were not affected by age. Thus, in order to use
antiandrogen agents including CMA for treating BPH, we need to determine the PSA value that converted it
into double.
(Hinyokika Kiyo 57 : 177-183, 2011)
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スクリーニング検査で投与前 PSA 値 C10 ng/ml，最
大尿流率 ＜15 ml/s，前立腺容積 B20 ml，IPSS B8，
IPSS-QOL index B2 を登録基準とし，本人から文書
による同意を得た患者を適格としてスクリーニング検
















研究期間は，CMA 50 mg を 1日 1回（プロスター
ル○R L錠 50 mg) あるいは 1 日 2 回（プロスタール○R





開始直前（ベースライン），治療期の 8 週後（± 1
週），16週後（± 2 週）および休薬期の休薬 8 週後
（± 1週），16週後（± 2週），32週後（± 4週）とし，
前立腺容積の測定は投与開始前，16週後（± 2週），






には「2000年 PSA キットサーベイ」にて Completely
equimolar と評価されたハイブリテックタンデム-R
PSA (IRMA 法）と同じ抗体を用いたアクセスハイブ





























































Table 1.Patient characteristics at baseline
Item Category N (％)
Number of subjects 114
Prior treatment for BPH No 23 (20.2)
Yes 91 (79.8)
Age (years) 50 to ＜65 14 (12.3)
65 to ＜70 14 (12.3)
70 to ＜75 39 (34.2)





Inpatient/Outpatient Inpatient 1 ( 0.9)
Outpatient 113 (99.1)
Cardinal symptom Dysuria 98 (86.0)
Others 11 ( 9.6)
None 5 ( 4.4)
Concomitant disease No 82 (71.9)
Yes 32 (28.1)
Hypertension 19 (16.7)
Diabetes mellitus 7 ( 6.1)
Hepatitis C 2 ( 1.8)
Gastric ulcer 2 ( 1.8)
Arrhythmia 2 ( 1.8)
Others 9 ( 7.9)
History of other disease No 73 (64.0)
Yes 41 (36.0)
Pretreatment drug No 23 (20.2)
Yes 91 (79.8)
α1-Blocker 91 (79.8)
Anticholinergic agent 9 ( 7.9)
Cernitin pollen extract 3 ( 2.6)
PSA (ng/m l ) C2.0 19 (17.8)
2.0＜ to 4.0 31 (29.0)
4.0＜ to 6.0 22 (20.6)
6.0＜ to 10.0 31 (29.0)
10.0＜ 4 ( 3.7)
Prostate volume (m) 20 to ＜30 22 (20.2)
30 to ＜40 18 (16.5)
40 to ＜55 31 (28.4)
55 to ＜80 29 (26.6)




1）．PSA 値 (ng/ml) は投与前3.66，投与 8 週1.60，
投与16週1.57，休薬 8週2.87，休薬16週3.24，休薬32
週3.65で，テストステロン値 (ng/ml) は投与前4.20，
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泌57,04,1-1
Fig. 1. Least square means and standard errors of serum PSA and testosterone levels during CMA treatment and
after treatment discontinuation. The levels were measured at before treatment ; 8 and 16 weeks after
treatment ; and 8, 16, and 32 weeks after treatment discontinuation (presented as Baseline, T8w, T16w,
D8w, D16w, and D32w). All estimates were calculated by repeated measures analysis of variances.
Comparison between posttreatment and baseline data was carried out using Dunnett type multiple
comparison test.
泌57,04,1-2
Fig. 2. Decrease in serum PSA and testosterone levels by CMA treatment. Point estimates and 95％ CIs were
calculated by repeated measures analysis of variances.
投与 8週0.41，投与16週0.66，休薬 8週4.59，休薬16






間 [CI] 51.1∼61.2），投与16週後で57.6％ (95％CI
52.3∼62.4) であった (Fig. 2）．テストステロン値の
低下率は投与 8週後で90.1％ (95％CI 87.8∼91.9），






投与前の前立腺容積の平均値は 46.15 ml (n＝109)
で，投与16週では 34.82 ml (n＝93) と25％の縮小で
あった．休薬16週では 40.54 ml (n＝56），休薬32週で
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泌57,04,1-3
Fig. 3. Change in PSA and testosterone levels by age. Least square mean of percentage of baseline at every time
point was calculated by repeated measures analysis of variances. P values of the test for interaction effect
between subgroup and time are shown.
泌57,04,1-4
Fig. 4. Changes in PSA and testosterone levels by baseline PSA. Least square mean of percentage of baseline
data at every time point was calculated by repeated measures analysis of variances. P values of the test for
interaction effect between subgroup and time are shown.
層では底値は投与16週と遅延しており，また休薬32週
では投与前値にまで回復しなかった (Fig. 3）．









40C) では，投与前の PSA 値の平均値は ＜40 ml の
層 2.43 ng/ml (n＝35) と 40 mlC の層 4.55 ng/ml
(n＝67) で，40 ml 以上の層の方が投与前 PSA 値は高
かったが，投与前テストステロン値については前立腺























であるフィナステリドは CMA と同等で，PSA 値を
46∼54％低下させることが報告されている6~8,10,11)．
また，type-I および type-II 5-α 還元酵素阻害剤のデュ
タステリドは，米国における 2年間の第Ⅲ相二重盲検
比較試験の結果，PSA 値を50％低下させ14)，さらに
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